
fwm) 

iTf 12 1989 

m.vT.r»T. 443(w):—smro^ 
HWnfy fim, 1945 <»rT <fl:T ^ 

vfim f:T«r*fTf VI HW<T, 4ftT ITtmPT ?rPTtft 

1940 (1940 VT 23) ^ OTTl 12 
33 ^ mm mwTT % miw <ftT «rfmK 

mg m’iT mnHu (mrcm fmnn) 

m.VT-fT. 372 (w), (Tl<0w 24 ^Tf#, 1988 ^ 

mm % mnw, wm«R«i, hht 2, ^fr 3, 

(1), 24 m^, 1988 ^ jwirfmr f%m mn 

m famJJ mft "jrTm^ ?r ftr^ srmfmr 
^ ^^mm^ mr imftw ftmwft mr TRnuf 


fft JTf?nrt far^i^f am wfsr^mrT «ft, sfmr fft amiwr 
VTT nf «ft, ?ft?T fm ^ mif^ ift mirfm % ^ 
gma *tW in? ^ ; 

« 1 t TTjrm, 14 vsi^, 1988 mwr 
amm mr firm am m; 

am mrnr firaaf ^ rWa W srmr ^ mm mw*ff 
gmaf m htwk ^ firmr tt firm 

wa, wer: ^afVa mrmr, fftaftr srmrnr mmft 
wfBrfamr, 1940 (1940 m 23) mrr 12 fftr 
33 uTT rrfmaf m mrta mrt jij, vfhrfir 
rw’ftv'y mrnpriK rffif tttiM ^ a mit t, <rtaflj 
mTTmr mmfV ^rfirfifEm, 1945 m irtr rWtmr 
ar^ ^ fmi famftifim fim mn?fi |, — 

i." (1) m famff m rffiirm i^a iffirfii r^Vr mntnr 

mmft (jftaf rWtmr) firmr, i989 1 1 
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(2) ^ Tnrw HvniPT ^ 

I 

2. iftr jwmnr nmift finm, 1945 *f,— 

(v) m»T 5 5 f, fjrfIflfRr” 

fMw WR RT iWw TRTT 

iJTIlIRTf :— 

"RTMtrtl ftrflwVi RTfa- 

Rtrfl faifav inftprrtf ’ 1 

(rt) faaa 49 ^ rwri, f- r w i fafa w fnaa lia: 
?<nPi*T fipn ariim, aafq :— 

"49-<ir. a^am RiftwH?! Rfl w^?ff: — 

atf arfRa afW?nm ^ a«ft*r a^irrm Rrftwrfl 
iflil ftit[ na ?w afipT aiff 5>n aa aa f*a:— 

(1) a? fafi? im amr ^arPm fWV faw- 
faama % aaa Pnna 5 f ar tftafW faata 
Taraa Jf ar m<^ra w <a *f ala ?rem ’Saa faara 
ar ^ ifta ftara *f fa^taam ^ aia 
Taraat a ijt; iflr 

( 2 ) aa^ ara <riVafa % fafaafa ar ata 

ar afafaaa % aaifeff aft R«ia an:% att 
aw ^aw ata aa^ atr a^jaa a ijt 1 

aT»g ai[ fa afaw a^m afl araa a^, fa 
frfafjTna ^ arfla fjri,aw faftaaff aH aaj^ ajff 
^ ^ aftaftr aftr aaraa aaaft (iflat ?wiaa) 
fnaa, i 989 % arta aft anftar aft fa aa ar 1 1 

(a) fftaa 50 aaara fawf^aa faaa ala;- 
farfaa farai arrjai, aal?[ i—— 

“50-a. faaaa M i f g a i O aft aifm : 

(1) aftf «afaa fa afafaaa % asfta fwfaat 
Rtfaanyi ^ faT^'ftaa aat aftja a^ iftar aa aat 
ftr; — 

(1) aii fafa iro aroi ft farfaa faaa- 
fft aiaa ft aaa faaw ft ar aftafa fftafa 
aaraa ft ar aralaaTa ft afta aaa ^aa 
faata ar ^aa faata % faaaam % 
am mraac a ift; aftr 

(2) aa^ ara aftafft i(r fafaafta ar arta ancft 
ar afafaaa ft aft R^ja anft aa 
aw ft aw ata aft aa apjaa a : 


attg a? fft af«ai a^m aft ana aftwx, 
qfafaaa ft aftta fa^ i^ft faftiwaft aft wr*]^ a^ 
^ ftt aftafft ftVr Rama amaft (ft\at ftaftaa) 
faaa, i989 ft Rrta aft arfthr aft fa aa ar 1 1 

[ft. t[aa-noi4/3/83-^ftIt5aqaii<i» ftli^a: anr] 

«ftaraft fftfrm ara, aft^aa aftm 

finaftl: — i> 5 'i 979 aat aar ftfttffta iftafft aftr 
Rama araftV faaa, 1954 aar am aftr 
afTarr awa ftama (aaram faam) ft 
Raaaia ft ftafaac | fftaft aftafft iftr Rama 
awftV afafaaa aftr faaa (alftlfth^a 
qa-si) I I amaara aaa faaftf air 
aiaa ft aurm, am 2 , a^f 3(1) ft 
RaRfaaafagaaTiTOftfttaafawT aar 1 [, 
aaftl:— 


1 . ar • VT * fa. 

1241 

arfta 

6-10-1979 

2 . aT.aa.fa. 

1242 

arfta 

6-10-1979 

3 . ar.aa.fa. 

1243 

arfta 

6-10-1979 

4. OT.atT.fa. 

1281 

arfta 

20-10-1979 

5 . ar.atr.fa. 

430 

arftfa 

19-4-1980 

6. ar.aa.fa. 

779 

arrfta’ 

26-7-1980 

7 . ar.aa.fa. 

540 (a) 

arftar 

22-9-1980 

8. ar.arr.fa. 

680 (a) 

arfta 

5-12-1980 

9* ^a • ar • ftr . 

681 (a) 

arfta 

5-12-1980 

10 . ar.af.fa. 

682 (a) 

nrftfa 

5-12-1980 

11 . ar.aJT.fa. 

27(a) 

mftfa 

17-1-1981 

12 . . aa • fa • 

478 (a) 

arfta 

6-8-1981 

13. OT.aa.fa. 

62 (a) 

arftar 

15-2-1982 

14. ar.aa.fir. 

462 (a) 

ar^ 

22-6-1982 

1 8* ai. aa * fa. 

510 (a) 

mftfa 

26-7-1982 

16 . ar.aa.fa. 

13(a) 

ar^far 

7-1-1983 

17. ar.aa.fa. 

318 (a) 

ar^fa 

1-5-1984 

18 . ar.aa.fa. 

331 (a) 

arffa 

8-5-1984 

19. ar.aa.fa. 

460 (a) 

ar^Va 

20-6-1984 

20 . ar.aa.fa. 

487 (a) 

arfta 

2-7-1984 

21 . ar.aa.fa. 

89 (a) 

arfta 

16-2-1985 

22 . ar.aa.fa. 

788(a) 

arfta 

10-10-1985 

23. ar.aa.fa. 

17 (a) 

m^Tra 

7-1- 19 8 
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2 wT * VT * » 

1049 (h) 

HTftV 

29-8-1986 

25. 

1060 (W) 

arVHi 

5-9-1986 

2 6* • VT * • 

1115 (h) 

httIv 

30-9-1986 

27. ^n.wr.fn. 

71 (H) 


30-1-1987 

28. BT • VT. pT. 

570 (h) 

fliOv 

12-6-1987 

29. 

626 (W) 

httHi 

2-7-1987 

30. RT.W.f'T. 

792 (h) 


17-9-1987 

31. RT.^.f^T. 

371 (h) 


24-3-1988 

32. 

675 (W) 


2-6-1988 

33. m.wT.f^r. 

676 (h) 

arflv 

2-6-1988 

3^4. m.VT.fW. 

677 (h) 

arVfv 

2-6-1988 

3 5* ^ * VT ■ fW * 

681 (h) 


6-6-1988 

3 6* HT • 4 fW • 

735 (h) 

HTTffV 

24-6-1938 

37 . HT.VT.fH. 

813 (h) 

miffw 

27-7-1988 

38. HT.VT.fH. 

854 (h) 


12-8-1988 

39. HT.VT.fW. 

944 (h) 

nlOi'4 

21-9-1988 

4i 0* * 

43(W) 

HT^ 

20-1-1989 

41* i VI * • 

44 (h) 

HpftV 

20-1-1989 

fjfVTW 

42* 

100 (h) 

enfrti 

14-2-1989 


ministry of health and family wel¬ 
fare 

(Department of Health) 
NOTIHCATION 
New Delhi, the 12th April, 1989 

G.S.R. 443 (E):—Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 
1945, was published, as required by sections 12 and 
33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), 
under the notification of the Government of India, 
in the Ministry of Health and Family Welfare (Depart¬ 
ment of Health), No. GSR 372(E), dated the 24th 
March, 1988, in the Gazette of India, Extraordinary, 
Part II, Section 3, Sub-section (i) dated the 24th 
March, 1988, inviting objections and sub-sestions from 
all persons likely to be affected thereby before the 
expiry of a period of thirty days from the date on 
which the copies of the Official Gazette containing 
the said notification were made available to the public. 

And whereas the said Gazette was made available 
to the public on the 14th April, 1988. 


And whereas the objections and suggestions 
received from the public on the said draft rules have 
been considered by the Central Government; 

Now, therefore, in exercise of the powers con¬ 
ferred by sections 12 and 33 of the Drugs and Cosme¬ 
tics Act, 1940 (23 of 1940), the Central Government, 
after consultation with tJie Drugs Technical Advisory 
Board, hereby makes the following rules further to 
amend the Drugs and Cosmetics Rules, 1945, namely; 

1. (1) These rules may be called the Drugs and 
Cosmetics (Ninth Amendment) Rules, 1989. 

(2) They shall come into force on the date of 
publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, 

(a) in part V, for the heading, “Govemmeiit 
Analysts and Inspectors, the following hea¬ 
ding shall be substituted, namely:— 

“Government Analysts, Inspectors, Licen¬ 
sing Authorities and Controlling Authori¬ 
ties.” 

(b) after rule 49, the following rule shall be inser¬ 
ted, namely:— 

“49A;—Qualification of a Licencing Authority:— 

No person shall be qualified to be a Licensing 
Authority under the Act unless:— 

(i) he is a graduate in Pharmacy on Pharmaceu¬ 
tical Chemistry or in Medicine with speciali¬ 
sation in clinical pharmacology or nucro- 
biology from a University established in 
India by law; and 

(ii) he has experience in the manufacture or tes¬ 
ting of drugs or enforcement of the provisiohs 
of the Act for a minimum period of five years: 

Provided that the requirement as to the 
academic qualification shall not apply to 
Inspectors appointed under this Act and who 
are in position on the date of commence¬ 
ment of the Drugs and Cosmetics (Ninth 
Amendment Rules, 1989). 

(c) After rule 50, the following rule shall be inser¬ 
ted, namely:— 

“50A: Qualification of a Controlling Authority: 

(1) No person shall be qualified to be a Con¬ 
trolling Authority under the Act unless;— 

(i) he is a graduate in Pharmacy or Pharmaceu¬ 
tical Chemistry or in Medicine with specia¬ 
lisation in Clinical Pharmacology or micro¬ 
biology from a University established in 
India by law; gnd 
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(ii) he has experience in the manufacture or 
testing of drugs or enforcement of the pro¬ 
visions of the Act for a minimum period of 
five years; 


Provided that the requirement as to the academic 
qualification shall not apply to Inspectors appointed 
under this Act and who are in position on the date o f 
commencement of the Drugs and Cosmetics (Ninth 
Amendment) Rules, 1989”. 

[X—11014/3/83—DMS&PFA] 
SMT. VINEETARAI, Jt. Secy. 

NOTE: The Drugs and Cosmetics Rules 1945, as 
amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act 
and the Rules (PDGHS-61), Subsequen¬ 
tly the said rules have been amended by the 
following notifications published in part 
—II, Section 3(i) of the Gazette of India, 
namely:— 

1. G.S.R. 1241, dated 6-10-1979 

2. G.S.R. 1242, dated 6-10-1979 

3. G.S.R. 1243, dated 6-10-1979 

4. G.S.R. 1281, dated 20-10-1979 

5. G.S.R. 430, dated 19-4-1980 

6. G.S.R. 779, dated 26-7-1980 

7. G.S.R. 540 (E), dated 22-9-1980 

‘8. G.S.R. 680 (E), dated 5-12-1980 

9. G.S.R. 681 (E), dated 5-12-1980 

10. G.S.R. 682 (E), dated 5-12-1980 

11. G.S.R. 27 (E), dated 17-1-1981 


12. G.S.R. 478 (E), dated 6-8-1981 

13. G.S.R. 62 (E), dated 15-2-1982 

14. G.S.R. 462 ;E), dated 22-6-1982 

15. G.S.R. 510 (E), dated 26-7-1982 

16. G.S.R. 13 (E), dated 7-1-1983 

17. G.S.R. 318 (E), dated 1-5-1984 

18. G.S.R. 331 (E), dated 8-5-1984 

19. G.S.R. 460 (E), dated 20-6-1984 

20. G.S.R. 487 (E), dated 2-7-1984 

21. G.S.R. 89 (E), dated 16-2-1985 

22. G.S.R. 788 (E), dated 10-10-1985 

23. G.S.R. 17 (E), dated 7-1-1986 

24. G.S.R. 1049 (E), dated 29-8-1986 

25. G.S.R. 1060 (E), dated 5-9-1986 

26. G.S.R. 1115 (E), dated 30-9-1986 

27. G.S.R. 71 (E), dated 30-1-1987 

28. G.S.R. 570 (E), dated 12-6-1987 , 

29. G.S.R. 626 (E), dated 2-7-87 

30. G.S.R. 792 (E), dated 17-9-1987 

31. G.S.R. 371 (E), dated 24-3-1988 

32. G.S.R. 675 (E), dated 2-6-1988 

33. G.S.R. 676 (E), dated 2-6-1988 

34. G.S.R. 677 (E), dated 2-6-1988 

35. G.S.R. 681 (E), dated 6-6-1988 

36. G.S.R. 735 (E), dated 24-6-1988 

37. G.S.R. 813 (E), dated 27-7-1988 

38. G.S.R. 854 (E), dated 12-8-1988 

39. G.S.R. 944 (E), dated 21-9-1988 

40. G.S.R. 43 (E), dated 20-1-89 Corrigendem 

41. G.S.R. 44 (E), dated 20-1-89 Corrigendum 

42. G.S.R. 100 (E), dated 14-12-89 Corrigenden 
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